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Claims 25, 26 and 28-34 are pending. Appellants' brief filed in triplicate on March 18, 
2003 is acknowledged. In response, the finality of the last Office action is withdrawn. 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1 .130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

Claims 1-30 of U.S. Patent No. 5,932,208 are obvious over instant claims 25, 26, 28-32 
and 34. Therefore, claims 25, 26, 28-32 and 34 are rejected under the judicially created doctrine 
of obviousness-type double patenting so as to prevent an improper extension of patent nghts. It 
is noted that instant claims are read with the elected murabutide limitation for purposes of 
determining the obviousness-type double patenting rejection. Although the conflicting claims 
are not identical, they are not patentably distinct from each other because the patented (genus) 
claims are made obvious by the more narrow instant (specie) claims. That is, a two way analysis 
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is not required, and the methods of instant claims 25, 26, 28, 29 and 34 do not exclude the 
addition of another molecule. 

Claims 25, 26 and 28-34 are rejected under 35 U.S.C. 1 1 2, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The recitation of "as a principal ingredient" is 
considered to be new matter since support cannot be found in the disclosure as originally filed. 
Additionally, the specification fails to teach the administering of the murabutide as "a principal 
ingredient" to a man or animal as claimed. As such, it is not evident that applicants were in 
possession of the claimed invention at the time of filing due to a lack of an adequate written 
description. The written description requirement under Section 112, first paragraph, sets forth 
that the claimed subject matter must be supported by an adequate written description that is 
sufficient to enable anyone skilled in the art to make and use the invention. The courts have 
concluded that the specification must demonstrate that the inventor(s) had possession of the 
claimed invention as of the filing date relied upon. Although the claimed subject matter need not 
be described identically, the disclosure relied upon must convey to those skilled in the art that 
applicants had invented the subject matter claimed. In re Wilder, et al., 222 U.S.P.Q. 369 
(C.A.F.C. 1984). In re Werthheim, et al., 191 U.S.P.Q. 90 (C.C.P.A. 1976). In re Driscoll, 195 
U.S.P.Q. 434 (C.C.P.A. 1977). Utter v. Hiraga, 6 U.S.P.Q.2d 1709 (C.A.F.C. 1988). University of 
California v. Eli Lilly, 119 F.3d 1559, 43 U.S.P.Q. 2d 1398 (Fed, Cir. 1997). Amgen Inc. v. 
Chugai Pharmaceutical Co. Ltd., 18 U.S.P.Q.2d 1016-1031 (C.A.F.C. 1991). Fiers v. Sugano, 
25 U.S.P.Q. 2d 1601-1607 (C.A.F.C. 1993). In re Bell, 26 U.S.P.Q.2d 1529-1532 (C.A.F.C. 
1993). In re Deuel, 34 U.S.P.Q. 2d 1210-1216 (C.A.F.C. 1995). That is, it is well settled that the 
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claimed subject matter need not be supported by an explicit, word for word recitation, but 

something more than a suggestion is needed to satisfy the requirement for an adequate written 

description. As set forth in Lockwood v. American Airlines Inc. . 107 F.3d 1565, 1571-1572, 41 

USPQ2d 1961, 1966 (Fed. Cir. 1997): 

It is the disclosures of the applications that count. Entitlement to a filing date 
does not extend to subject matter which is not disclosed, but would be obvious 
over what is expressly disclosed. It extends only to that which is disclosed. 
While the meaning of terms, phrases, or diagrams in a disclosure is to be 
explained or interpreted from the vantage point of one skilled in the art, all the 
limitations must appear in the specification. The question is not whether a 
claimed invention is an obvious variant of that which is disclosed in the 
specification. Rather, a prior application itself must describe an invention, and do 
so in sufficient detail that one skilled in the art can clearly conclude that the 
inventor invented the claimed invention as of the filing date sought. . . [A]ll that is 
necessary to satisfy the description requirement is to show that one is "in 
possession" of the invention . . . One shows that one is "in possession" of the 
invention by describing the invention , with all its claimed limitations, not that which 
makes it obvious. . . Although the exact terms need not be used in haec verba . . . 
. the specification must contain an equivalent description of the claimed subject 
matter. [Citations omitted] 

It is not sufficient for purposes of the written description requirement of Section 
112 that the disclosure, when combined with knowledge in the art, would lead one 
to speculate as to modifications that the inventor might have envisioned, but 
failed to disclose. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless -- 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 25, 26, 28-30 and 34 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Schreck et al. 

Schreck et al. clearly teach that several muramyl peptides, including murabutide, have 
been shown to act as safe and efficacious adjuvants in vaccines against viruses. Schreck et al. 
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refer to the muramyl peptides as adjuvants, however, they also refer to the same peptides as 
immunostimuiants. Thus, the reference to murabutide as an adjuvant is simply a matter of 
semantics since the term does not exclude other descriptive terms. That is, murabutide may be 
characterized as a muramyl peptide, immunostimulant, non-pyrogenic peptide, non-inflammatory 
inducer, synthetic immunomodulator, stimulator of non-specific resistance to bactehal and 
parasite infections in vivo and in vitro, etc. That muramyl peptides may be characterized 
structuraliy/functionally as adjuvant does not in anyway distinguish from that which is claimed. 
That is, the respective method steps of the art and instant claims are the same. Again, it is 
noted that the specification fails to define the term "principal ingredient", and it is argued that the 
term does not exclude other necessary, fundamental or synergistic ingredients. Again, 
improperly imposed semantics cannot make marginal the methods set forth by Schreck et al. 

Claims 25, 26, 28-30 and 34 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Masihi et al. 

Masihi et al. clearly teach that which is claimed. Murabutide increased the number of 
granulocyte-macrophage progenitors in the spleen of mice. 

Applicants have argued in their Answer that the examiner has failed to put forth on the 
record the particular part of Schreck et al. teaching that by administering their disclosed muramyl 
peptides, inhibition of immunodeficiency retroviruses can be achieved. 

The examiner contends that applicants have conceded that the method of the invention 
does not exclude methods of prophylaxis, and thus also encompasses treatment of non-infected 
cells. Well settled patent law establishes that a preamble is not given patentable weight. Thus, 
there is no requirement for inhibition of the AIDS virus replication, and there is no requirement 
for virally infected cells prior to treatment. The reference has met the method steps as claimed 
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since the claim (25) requires administering an effective amount of murabutide to an animal. The 
claim does not require that the animal is infected; thus, the effective amount falls within a range, 
which is also taught by the reference. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Laurie Scheiner, whose telephone number is (703) 308-1 122. Due to a 
flexible work schedule, the examiner's hours typically vary each day. However, the examiner 
can normally be reached Monday thru Friday. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, James Housel, can be reached on (703) 308-4027. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group 1600 receptionist whose telephone number is (703) 308-0196. 

Correspondence related to this application may be submitted to Group 1600 by facsimile 
transmission. The faxing of such papers must conform with the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). Official communications should be directed toward 
one of the following Group 1600 fax numbers: (703) 308-4242, (703) 305-3014, (703) 872-9306 
or (703) 872-9307. Informal communications may be submitted directly to the Examiner through 
the following fax number: (703) 746-5226. 




Laurie Scheiner/LAS 
July 25, 2003 
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